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§ 1.693 How do I request a regulatory 
hearing on a revocation of recogni-
tion or withdrawal of accredita-
tion? 

(a) Request for hearing on revocation. 
No later than 10 business days after the 
date of issuance of a revocation of rec-
ognition of an accreditation body 
under § 1.634, an individual authorized 
to act on the accreditation body’s be-
half may submit a request for a regu-
latory hearing on the revocation under 
part 16 of this chapter. The issuance of 
revocation issued under § 1.634 will con-
tain all of the elements required by 
§ 16.22 of this chapter and will thereby 
constitute the notice of an opportunity 
for hearing under part 16 of this chap-
ter. 

(b) Request for hearing on withdrawal. 
No later than 10 business days after the 
date of issuance of a withdrawal of ac-
creditation of a third-party certifi-
cation body under § 1.664, an individual 
authorized to act on the third-party 
certification body’s behalf may submit 
a request for a regulatory hearing on 
the withdrawal under part 16 of this 
chapter. The issuance of withdrawal 
under § 1.664 will contain all of the ele-
ments required by § 16.22 of this chapter 
and will thereby constitute the notice 
of opportunity of hearing under part 16 
of this chapter. 

(c) Submission of request for regulatory 
hearing. The request for a regulatory 
hearing under paragraph (a) or (b) of 
this section must be submitted with a 
written appeal that responds to the 
basis for the FDA decision, as described 
in the issuance of revocation or with-
drawal, as appropriate, and includes 
any supporting information upon 
which the requestor is relying. The re-
quest, appeal, and supporting informa-
tion must be submitted in English to 
the address specified in the notice and 
must comply with the procedures it de-
scribes. 

(d) Effect of submission of request on 
FDA decision. The submission of a re-
quest for a regulatory hearing under 
paragraph (a) or (b) of this section will 
not operate to delay or stay the effect 
of a decision by FDA to revoke recogni-
tion of an accreditation body or to 
withdraw accreditation of a third-party 
certification body unless FDA deter-

mines that a delay or a stay is in the 
public interest. 

(e) Presiding officer. The presiding of-
ficer for a regulatory hearing for a rev-
ocation or withdrawal under this sub-
part will be designated after a request 
for a regulatory hearing is submitted 
to FDA. 

(f) Denial of a request for regulatory 
hearing. The presiding officer may deny 
a request for regulatory hearing for a 
revocation or withdrawal under 
§ 16.26(a) of this chapter when no gen-
uine or substantial issue of fact has 
been raised. 

(g) Conduct of regulatory hearing. (1) If 
the presiding officer grants a request 
for a regulatory hearing for a revoca-
tion or withdrawal, the hearing will be 
held within 10 business days after the 
date the request was filed or, if applica-
ble, within a timeframe agreed upon in 
writing by requestor, the presiding offi-
cer, and FDA. 

(2) The presiding officer must con-
duct the regulatory hearing for revoca-
tion or withdrawal under part 16 of this 
chapter, except that, under § 16.5(b) of 
this chapter, such procedures apply 
only to the extent that the procedures 
are supplementary and do not conflict 
with the procedures specified for regu-
latory hearings under this subpart. Ac-
cordingly, the following requirements 
of part 16 are inapplicable to regu-
latory hearings under this subpart: 
§ 16.22 (Initiation of a regulatory hear-
ing); § 16.24(e) (timing) and (f) (contents 
of notice); § 16.40 (Commissioner); 
§ 16.60(a) (public process); § 16.95(b) (ad-
ministrative decision and record for de-
cision); and § 16.119 (Reconsideration 
and stay of action). 

(3) A decision by the presiding officer 
to affirm the revocation of recognition 
or the withdrawal of accreditation is 
considered a final agency action under 
5 U.S.C. 702. 

§ 1.694 Are electronic records created 
under this subpart subject to the 
electronic records requirements of 
part 11 of this chapter? 

Records that are established or main-
tained to satisfy the requirements of 
this subpart and that meet the defini-
tion of electronic records in § 11.3(b)(6) 
of this chapter are exempt from the re-
quirements of part 11 of this chapter. 
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Records that satisfy the requirements 
of this subpart, but that also are re-
quired under other applicable statutory 
provisions or regulations, remain sub-
ject to part 11 of this chapter. 

§ 1.695 Are the records obtained by 
FDA under this subpart subject to 
public disclosure? 

Records obtained by FDA under this 
subpart are subject to the disclosure 
requirements under part 20 of this 
chapter. 

Subparts N–P [Reserved] 

Subpart Q—Administrative Deten-
tion of Drugs Intended for 
Human or Animal Use 

§ 1.980 Administrative detention of 
drugs. 

(a) General. This section sets forth 
the procedures for detention of drugs 
believed to be adulterated or mis-
branded. Administrative detention is 
intended to protect the public by pre-
venting distribution or use of drugs en-
countered during inspections that may 
be adulterated or misbranded, until the 
Food and Drug Administration (FDA) 
has had time to consider what action it 
should take concerning the drugs, and 
to initiate legal action, if appropriate. 
Drugs that FDA orders detained may 
not be used, moved, altered, or tam-
pered with in any manner by any per-
son during the detention period, except 
as authorized under paragraph (h) of 
this section, until FDA terminates the 
detention order under paragraph (j) of 
this section, or the detention period ex-
pires, whichever occurs first. 

(b) Criteria for ordering detention. Ad-
ministrative detention of drugs may be 
ordered in accordance with this section 
when an authorized FDA representa-
tive, during an inspection under sec-
tion 704 of the Federal Food, Drug, and 
Cosmetic Act, has reason to believe 
that a drug, as defined in section 201(g) 
of the Federal Food, Drug, and Cos-
metic Act, is adulterated or mis-
branded. 

(c) Detention period. The detention is 
to be for a reasonable period that may 
not exceed 20 calendar days after the 
detention order is issued, unless the 
FDA District Director in whose district 

the drugs are located determines that a 
greater period is required to seize the 
drugs, to institute injunction pro-
ceedings, or to evaluate the need for 
legal action, in which case the District 
Director may authorize detention for 
10 additional calendar days. The addi-
tional 10-calendar-day detention period 
may be ordered at the time the deten-
tion order is issued or at any time 
thereafter. The entire detention period 
may not exceed 30 calendar days, ex-
cept when the detention period is ex-
tended under paragraph (g)(6) of this 
section. An authorized FDA represent-
ative may, in accordance with para-
graph (j) of this section, terminate a 
detention before the expiration of the 
detention period. 

(d) Issuance of detention order. (1) The 
detention order must be issued in writ-
ing, in the form of a detention notice, 
signed by the authorized FDA rep-
resentative who has reason to believe 
that the drugs are adulterated or mis-
branded, and issued to the owner, oper-
ator, or agent in charge of the place 
where the drugs are located. If the 
owner or the user of the drugs is dif-
ferent from the owner, operator, or 
agent in charge of the place where the 
drugs are detained, a copy of the deten-
tion order must be provided to the 
owner or user of the drugs if the own-
er’s or user’s identity can be readily 
determined. 

(2) If detention of drugs in a vehicle 
or other carrier is ordered, a copy of 
the detention order must be provided 
to the shipper of record and the owner 
of the vehicle or other carrier, if their 
identities can be readily determined. 

(3) The detention order must include 
the following information: 

(i) A statement that the drugs identi-
fied in the order are detained for the 
period shown; 

(ii) A brief, general statement of the 
reasons for the detention; 

(iii) The location of the drugs; 
(iv) A statement that these drugs are 

not to be used, moved, altered, or tam-
pered with in any manner during that 
period, except as permitted under para-
graph (h) of this section, without the 
written permission of an authorized 
FDA representative; 

(v) Identification of the detained 
drugs; 
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